MACTIOPT Ne 791/24 KRUgeR 06
CTp. 1 M3 2
p OTOEN KOHTPONA KAYECTBA
Aot JNuuensns Ne J1012-00102-77/00010585
MBKASRATIA HAUMEHOBAHUE Honokokc®
NMPENAPATA: TabneTku, NOKPbITbIE NNEHOYHOM obonoykoit, 90 mr
109029, r. Mocksa .
o S HOMEP CEPUM: DO3191024
npoess, A.6, AATA NPOU3BOACTBA: | 12.10.2024
Kl FOAEH A0: 30.09.2027
cTpoeHve 8. OB BEM CEPWUU: 32 632 ynak. Ne10
Ten.: (495) 981-00-88 NPOU3BOOUTEND: 000 «MAKU3-®APMA»
AHAITN3 NO: JN-006935-130421, uam. Ne1, uam. Ne2
XPAHEHME: Mpu Temnepatype He Bbiwe 25°C.
Ne HaumeHoBaHue
difn i —— Tpe6oBaHus H[] PesynbTaTthl aHanuaa
1. | ONUCAHUE BusyankHbii. [BosikoBbINYKNbIE TabneTku | [1BosikoBbINyknble  TabneTku abnokoBnaHoOM
s0nokoBUAHON  chopMmbl, MOKPbITbIE  NNEHOYHOW | (DOPMBI, MOKPBITHIE  MAEHOYHOM  OBONOYKON
obonouykon Genoro useTa, ¢ rpaBupoBkon «98» Ha | Genoro uBeTa, ¢ rPaBMpoOBKON «98» Ha ofHOW
OAHO CTOPOHE U «J» Ha ApPYroii. CTOPOHE 1 «J» Ha ApYroii.
Ha nonepeuHom paspese BugHbl aBa cros: fApo | Ha nonepeyHom paspese BUAHLI 4Ba CROS: AAPO
noytu 6enoro useTa v obonouka 6enoro useTa. noytu 6enoro useTa n o6onoyka 6enoro uBeTa.
2. | NOONUHHOCTb B3XX. Bpemsi yaepxuBaHWS OCHOBHOrO nuka Ha Bpems yaepxuBaHMs OCHOBHOrO nuka Ha
XpomMaTorpamme  UCMLITYeMOro  pacTeopa [AOSKHO | XpomaTorpamme nenbITyeMoro pacTBopa
COOTBETCTBOBATL BPEMEHU YAEPXKUBAHUA OCHOBHOMO | COOTBETCTBYET BpPEMEHU YAEPXVBaHUSA
NWka Ha XpomaTtorpamme CTaHAapTHOTO pPacTBOpPa | OCHOBHOrO nuka Ha XpomMarorpamme
(pasaen «KonuyectsenHoe onpejeneHue). CTaHAapTHOro pacTeopa.
Y®-cnektpooTomeTpus. Y®-cnekTpbl nornoweHus Y®-cnekTpbi nornowexuns UCNbITYyeMOoro
“CMbITYEMOr0 pacTBopa M CTaHAApTHOrO pacTeopa B | pacTeopa U CTaHAapTHOro pacteopa B obnactu
obnactu ot 200 40 400 HM AOMXHbI UMETH Makcumym | ot 200 fo 400 HM  umeroT Makcumym
nornowexuns npu 234 + 2 Hm. nornowexHmns npu 234 + 2 Hm.
CPEOHAA MACCA ro Po.
Ot 298,30 g0 316,76 mr (307,53 mr + 3 %). 307,01 mr (-0,2%)
4. | PACTBOPEHME e PO, Y®-cnektpodotomeTpus. (101%)
He menee 80 % (Q) oT 3asBneHHOro konuuecTsa 100%
aTopukokcuba yepes 30 MUHyT. 100%
102%
99%
99%
102%
5. | POOCTBEHHbIE B3XX.
NPUMECHU Mpumecs H-ETCRCO1 — He 6onee 0,2 %: He o6HapyxeHo
npumecs H-ETCRCO2 - He 6onee 0,2 %: He oBHapyxeHo
€AVHUYHAA HeWAEeHTUMULMPOBAHHAA NpUMECh — He 0,03%
6onee 0,20 %;
Cymma npumecei — He 6onee 2,0 %. 0,08%
6. | BOOA '® PO, Meton K. ®uwepa. 0
He Gonee 6,0 %. 1.5%
7. | OAHOPOOHOCTb F'® P®, cnoco6 2, BOXX.
OO3UPOBAHUA AV =15 % (n = 10), ecnn ycrioBue He BINONHSETCA,
To AV < 15 % (n = 30), u ans 30/30 TaGneTok AV.o= 5.1%
KONMYecTBeHHOE coaepxaHue AencTeyoLLero L
BelUecTBa AOMmKHO HaxoauTbCsa B uHTepsane 0,75-M —
1,25-M.
8. | MUKPOBUOJNOIrMYECKASA F'® P®, kateropus 3A.
YUCTOTA O6Lee uncno aspobHbIX MUKPOOPraHU3MoB He Gonee Menee 10 KOEB 11
10°KOE B 1 r (Mn);
ObLiee 4nCNO APOXOKEBBLIX U MAECHEBbIX rpubos — He MeHee 10 KOEB 1
Gonee 10% KOE B 1 r (mn);
Otcyrctaue Escherichia coli B 1 r (mn). He oBHapyxeHo
9. | KOJIMMECTBEHHOE B3XX.
ONPEOENEHUE Ot 85,50 mr ao 94,50 mr (ot 95,0 fo 1050 % ot 91,13 mr
3asABNEeHHOro kosim4yecTsa) B TabneTke. (101,3%)
10. | YNAKOBKA Ipu npoussodcmee u/unu pacgpacoeke u ynakoske Ha | [Mpoussodcmeo, pacgbacoska u ynakoeka Ha
000 «MAKN3-®APMA», Poccus 000 «MAKU3-®APMA», Poccust
Mo 7, 10 unmn 14 Tabnetok B KOHTYpHyl0 A4eiikoByto | Mo 10 Tabnetok B KOHTYPHOW  si4eiikoBoW
ynakosky 13 nneHkn TMBX/MBOX u  donbru | ynakoBke u3 nneHku NBX/MBOX wu donbru
anioMMHUEBOI  NeYaTHOW NaKMPOBaHHOW WAM B | aNOMUHWERON neyaTHoW NakMpoBaHHOIA.
KOHTYPHYIO ~ AYEWKOBYIO ~ ynakoBKy W3  ¢honbru
XonoaHoro ¢opmosanus  (MBX-Aniomununii-OMNA) 1
onbru anioMUHUEBOIN NeYaTHow NaknupoBaHHON. lMo 1 KOHTypHOI siueiikoBOW ynakoBke BMecTe G
Mo 1, 2, 3 unn 4 KoHTypHble sYelikoBble YNakoBKW | WHCTPYKUMEW MO  NpUMEHEeHWIO B  nauky
BMECTE C WHCTPyKUMEA MO NPUMEHEHMI0 B Mnauky | KapTOHHYH.
KapTOHHYI0.
11. | MAPKUPOBKA lMepsuy4Has ynakoeka lMepsuy4Has ynakoeka
Ha koHmypHoli sieiikosoli ynakoeke (6nucmepe) Ha | Ha koHmypHoU  sveiikosol ynakoeke Ha
pycckom AA3bIKE yKa3ablgaom: TOProBoe | pycckom A3bIKE yKa3aHo: Toprosoe
HauMeHoBaHWe npenapata C nNpeAynpeauTEenbHON | HauMeHoBaHue npenapara c
MapKkupoBkon ®; MexayHapogHOe HenaTeHTOBaHHOe npeaynpeauTensHoi MapKupoBKOW ®;
HaUMEHOBaHe, NekapCTBEHHYI0 hopMy; [03MPOBKY; | MexayHapoaHoe HenaTeHToBaHHOe
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HauMeHoBaHWe pUANYECKOro nuua, Ha  uUms
KOTOPOro BbIAAHO PErUCTPaLMOHHOE YAOCTOBEPEHMUE;
TloroTMn KOMnaHumM, OCyLLecTBAAIOLWEN NPOABUMKEHNE
7IEKapCTBEHHOrO npenaparta; HoOMep cepuu; paaty
npoussoactea (npu cbacoske Ha OO0 «MAKU3-
®APMA» paty npousBoacTBa He HaHocAT); Aary
UCTEYeHUs1 cpoka rofHOCTH.

BmopuyHas ynakoeka

Ha kapmorHoli nayke Ha pycckom si3bike ykasbigarom:
TOpProBoe HavMeHoBaHwe npenapara c
NpeAynpeauTenbHOM MapK1MpOBKOM ®;
MEXAYHApOAHOE HenaTeHTOBAHHOE HaUMEHOBAHME;
AO3NPOBKY; HaUMEHOBaHWE IOPUANYECKOrO NULA, Ha

nms KoTOporo BblfaHo perucTpaunoHHoe
YAOCTOBEPEHWE, ero CTpaHy; HOMep
perucTpaumoHHoro YAOCTOBEPEHUS norotun
KOMnaHmum, OCYLLECTBASIOLLEN NPOABUXEHMNE
nNeKapCTBEHHOro npenapara; HauMeHoBaHue

NPEANPUATUA-NPOU3BOANTENS, €ero  agpec  (npw
Npon3BOACTBE Ha 000 «MAKN3-GAPMA»
yKasblBalOT CTpaHy, roOpoA); HaWMeHOBaHwe W
COAepXaHue [EenCTBYIOWEro BelecTBa B OAHON
Tabnetke,  NOKPLITOW  MAEHOYHON obonoukon;
konuyectso  Tabnetok B  ynakoeke;  ycrnoeus
XpaHeHUs; cnocob NpUMEeHeHUs; ycroBus OTnycka;
npeaynpeautenbHble  Haanuc  «MpumeHsTs  no
HasHayeHunio Bpava; «Copepxur NaKTo3bl
MOHOrMApaT»; «XpaHuTb B HEAOCTYNHOM ANs AETeil
MecTe»; bapmakoTepaneBTUYECKylo Tpynny; LUTPUX-
KOA, HOmMep cepuw; AaTy npPou3BOACTBA  (Mpw
npoussogctee Ha OO0 «MAKU3-GAPMA» aary
NPOU3BOACTBA HE HAHOCAT), AaTy WUCTEYEHWS Cpoka
rOAHOCTH.

Ha kapTOHHylO nauky MoryT G6biTb HaHeceHs!

TEXHUYeckune (nponsBoACTBEHHbIE) KoAbl
(rpadhuueckue, 6yKBEHHbIE nnm undposeble),
tapmkos.

Ha kapmoHHOU nauyke Ha aHenuiickom si3bike
yKasbiealom: TOProBoe HauMeHoBaHWe npenapaTta c
npeaynpeauTensbHo MapKUpOBKOA ®;
MEXAyHapOAHOE HenaTeHTOBaHHOE HaUMEeHOBaHWE;
AO3UPOBKY,  (bapmakoTepanesTUdeckylo  rpynny;
Konu4yecTso TabneTok B ynakoske.

lpu npousseodcmee, ¢pacoske u ynakoske Ha OO0
«MAKU3-OAPMA»  pONOMHUTENBHO AonyckaeTtcs
HaHeceHue cpeacTs naeHTudukaymm Ans
MOHUTOPUHIa ABUXEHUS NEKapCTBEHHbIX NPenapaTos,
B TOM uucne rnobanbHOro uAEHTUMUKALMOHHOTO
HOMEpa TOproBOWM EAMHULLI W  WHAMBWAYANbHOMO
CEepUNHOro Homepa TOProBom e nHULbI.

HauMeHoBaHWe,  nekapcTBEHHas  opMma;
AO3MPOBKA;,  HaUMEHOBaHWE  IOPUANYECKOrO
nuua, Ha ums KOTOPOro BblAaHO

perucTpaunoHHoe yaoOCTOBEPEHWE, NoOroTwun
kOMnaHuu, ocyuwlecTBnsaoWER NpoaBIKEHME
TIekapCTBEHHOro  npenapara; HOMep cepui;
AaTta UCTeYeHuss cpoka rofHOCTH.

BmopuyHas ynakoeka

Ha kapmonHoid nauke Ha PYCCKOM  5i3biKe
ykasaHo: TOproBoe HaumeHoBaHue npenaparta c

npeaynpesuTensHon MapK1UpoBKOn ®;
MexayHapoaHoe HenaTeHToBaHHOe
HauMeHoBaHWe; [03MpOBKa; HaMMeHOBaHue

IOPMANYECKOro Nnuua, Ha UMA KOTOPOro BbIAaHO
PErncTpaunoHHoe yaocToBepeHue, ero cTpaHa;
HOMEp  pervcTpauMOHHOrO  YAOCTOBEPEHUS;
norotun KOMMaHuu, OCYLUEeCTBNSALLEN
NPOABWXEHNE  nekapCTBEHHOro  npenapara;
HalMeHoBaH1e NpeAnpUATUS-NPON3BOANTENS,
€ro  CcTpaHa, ropoj; HauMeHoBaHME u
COoAepxaHue JenCTByIOLLEro BELECTBa B O4HOM
TabneTke, NOKPLITOW NNEHOYHON obonoukoi;
konuyecTso Tabnetok B ynakoBke, YCNoOBUS
XpaHeHus; cnocob npuMeHeHUsi;  ycnosus
oTnycka; npeaynpeautensHole Hagnucu
«[MpumeHsaTs no HasHa4yeHnio  Bpayay;
«CoaepxuT NakTosbl MOHOTMAPaT»: «XpaHuTb B
HeAOCTYNHOM ans neten MecTe»;
bapmakoTepanesTuueckas rpynna; LUTPUX-KOA,;
HOMEp cepuu; AaTa NCTEYEHUsI CPOKa rOAHOCTH.

Ha KkapToHHylo nauky HaHeceHbl TexHuueckue
(NPON3BOACTBEHHbIE)  KOAbI (rpachnyeckue,
GykBeHHble 1 LMpoBbIe), hapmkog.

Ha kapmorHol nauke Ha aHenutickom s3bike
yKa3aHo: TOproBoe HauMeHoBaHWe npenapara ¢

npeaynpeauTensHom MapKUpOBKOM ®;
MeXayHapoaHoe HenaTeHToBaHHOe
HaumeHoBaHue; L031pOBKa;

cbapmaKOTepaneBquecxan rpynna; Konu4ecTso
TabneTok B ynakoeke.

lpoussodcmeo, ¢hacoska u ynakoeka Ha OO0
«MAKU3-QAPMA» AONONHUTENBHO HaHECEHbI
CPeACTBa WAEGHTUDUKAUMM AN MOHUTOPUHra
ABUKEHWUS NeKapCTBEHHbIX NPenaparTos, B TOM
uucne  robanbHOro  MAEHTUUKALMOHHOrO
HoMepa TOproeom eAnHNLbI 7]
VHANBUAYaNbHOro CepUiiHOro HoMepa ToProBoi
eANHNLbI.

Aata Bbinycka OKK: «25» HoaGpsi 2024 .
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